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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1,4-10 are rejected under 35 U.S.C. 102(b) as being anticipated by Nomura et 
al. (WO 01/74397). Note: US 2005/0037084 is being used as an English language 
equivalent of WO 01/74397 and all citations will be directed towards this document. 
Considering Claims 1 and 4 : Nomura et al. teaches a composition comprising mannitol/a 
substance capable of providing aldehyde (U0027) which further comprises a low molecular 
weight active substance 010021) and L-arginine (1J0025). 

Considering Claim 5-7 : Nomura et al. teaches the components as being present in a 
powdered form (H0020). 

Considering Claims 8-10 : Instant claims 8-10 are product-by-process claims. Product-by- 
process claims are evaluated by the structure that the process implies, not necessarily the 
process itself. As Nomura et al. appears to provide a composition that is substantially the 
same as claimed in the instant claims, the claims are considered anticipated. See MPEP 
2173.05. 

Claims 11 is rejected under 35 U.S.C. 102(b) as being anticipated by Nomura et al. 
(WO 01/74397). Note: US 2005/0037084 is being used as an English language equivalent of 
WO 01/74397 and all citations will be directed towards this document. 
Considering Claim 1 1 : Nomura et al. teaches a solution/mass comprising mannitol and L- 
arginine and a solution/mass comprising a low molecular weight 010021) active substance 
010048). 
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Claims 16 and 17 and 20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Nomura et al. (WO 01/74397). Note: US 2005/0037084 is being used as an English 
language equivalent of WO 01/74397 and all citations will be directed towards this document. 
Considering Claim 16 and 17 : Nomura et al. teaches mixing (H0020) mannitol, or starch/a 
substance capable of providing aldehyde 0f0027) with a low molecular weight active 
substance fl[0021) and L-arginine fl[0025). 

Considering Claim 20 : Nomura et al. teaches preparing a solution/mass comprising mannitol 
and L-arginine and a solution/mass comprising a low molecular weight (U0021) active 
substance (H0048). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 12-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Nomura 
et al. (WO 01/74397) as applied to claim 1 1 above, and further in view of Kurihara et al. (US 
Pat. 5,726,180). Note: US 2005/0037084 is being used as an English language equivalent of 
WO 01/74397 and all citations will be directed towards this document. 
Considering Claims 12-15 : Nomura et al. teaches the composition of claim 1 1 as shown 
above. 

Nomura et al. does not teach the masses as being in the form of granules. However, 
Kurihara et al. teaches forming fine granules (4:2), which can be incorporated into a capsule 
or tablet (9:31-54) of the ingredients of a drug composition where the ingredients are 
separated (8:6-1 1 ). Nomura et al. and Kurihara et al. are combinable as they are concerned 
with a similar technical difficulty, namely forming stable drug compositions. It would have 
been obvious to a person having ordinary skill in the art at the time of invention to have 
formed fine granules of Kurihara et al. in the composition of Nomura et al., and the motivation 
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to do so would have been, as Kurihara et al. suggests, it will improve the stability of the 
composition for a longer period of time (abstract). 

Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nomura et al. (WO 01/74397) as applied to claim 16 above, and further in view of Kurihara et 
al. (US Pat. 5,726,180). Note: US 2005/0037084 is being used as an English language 
equivalent of WO 01/74397 and all citations will be directed towards this document. 
Considering Claims 18 and 19 : Nomura et al. teaches the composition of claim 16 as shown 
above. Nomura et al. also teaches preparing a solution/mass comprising mannitol and L- 
arginine and a solution/mass comprising a low molecular weight (110021) active substance 
(110048). 

Nomura et al. does not teach the masses as being in the form of granules. However, 
Kurihara et al. teaches forming granules (4:2) of the ingredients of a drug composition where 
the ingredients are separated (8:6-1 1 ). Nomura et al. and Kurihara et al. are combinable as 
they are concerned with a similar technical difficulty, namely forming stable drug 
compositions. It would have been obvious to a person having ordinary skill in the art at the 
time of invention to have formed fine granules of Kurihara et al. in the composition of Nomura 
et al., and the motivation to do so would have been, as Kurihara et al. suggests, it will 
improve the stability of the composition for a longer period of time (abstract). 

Note: The rejection below is being presented to further prosecution should applicant 
provide evidence to show that section relied upon in Nomura et al. was not present in the 
WIPO publication. 

Claims 1 and 4-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nomura et al. (WO 01/74397) in view of Battersby et al. (US Pat. 5,130,255). Note: US 
2005/0037084 is being used as an English language equivalent of WO 01/74397 and all 
citations will be directed towards this document. 
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Considering Claims 1 and 4 : Nomura et al. teaches a composition comprising mannitol, or 
starch/a substance capable of providing aldehyde (110027) which further comprises an active 
substance (H0021) and L-arginine (110025). 

Nomura et al. does not teach the active substance as being a low molecular weight 
compound. However, Battersby et al. teaches a low molecular weight compound (4:25-29) in 
conjunction with a primary amine functional stabilizer (6:50-7:30). Nomura et al. and 
Battersby et al. are analogous art as they are concerned with the same field of endeavor, 
namely pharmaceutical compositions comprising amine functional stabilizers. It would have 
been obvious to a person having ordinary skill in the art at the time of invention to have used 
the compounds of Battersby et al. in the comprosition of Nomura et al., and the motivation to 
do so would have been, as Battersby et al. suggests, to treat different disorders (4:18-29). 
Considering Claim 5-7 : Nomura et al. teaches the components as being present in a 
powdered form (110020). 

Considering Claims 8-10 : Instant claims 8-10 are product-by-process claims. Product-by- 
process claims are evaluated by the structure that the process implies, not necessarily the 
process itself. As Nomura et al. appears to provide a composition that is substantially the 
same as claimed in the instant claims, the claims are considered anticipated. See MPEP 
2173.05. 

Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Nomura et al. 
(WO 01/74397) in view of Battersby et al. (US Pat. 5,130,255). Note: US 2005/0037084 is 
being used as an English language equivalent of WO 01/74397 and all citations will be 
directed towards this document. 

Considering Claim 1 1 : Nomura et al. teaches a solution/mass comprising mannitol and L- 
arginine and a solution/mass comprising an active substance (1T0048). 

Nomura et al. does not teach the active substance as being a low molecular weight 
compound. However, Battersby et al. teaches a low molecular weight compound (4:25-29) in 
conjunction with a primary amine functional stabilizer (6:50-7:30). Nomura et al. and 
Battersby et al. are analogous art as they are concerned with the same field of endeavor, 
namely pharmaceutical compositions comprising amine functional stabilizers. It would have 
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been obvious to a person having ordinary skill in the art at the time of invention to have used 
the compounds of Battersby et al. in the comprosition of Nomura et al., and the motivation to 
do so would have been, as Battersby et al. suggests, to treat different disorders (4:18-29). 

Claims 16, 17, and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nomura et al. (WO 01/74397) in view of Battersby et al. (US Pat. 5,130,255). Note: US 
2005/0037084 is being used as an English language equivalent of WO 01/74397 and all 
citations will be directed towards this document. 

Considering Claim 16 and 17 : Nomura et al. teaches mixing (110020) mannitol, or starch/a 
substance capable of providing aldehyde (H0027) with an active substance (H0021) and L- 
arginine (H0025). 

Nomura et al. does not teach the active substance as being a low molecular weight 
compound. However, Battersby et al. teaches a low molecular weight compound (4:25-29) in 
conjunction with a primary amine functional stabilizer (6:50-7:30). Nomura et al. and 
Battersby et al. are analogous art as they are concerned with the same field of endeavor, 
namely pharmaceutical compositions comprising amine functional stabilizers. It would have 
been obvious to a person having ordinary skill in the art at the time of invention to have used 
the compounds of Battersby et al. in the comprosition of Nomura et al., and the motivation to 
do so would have been, as Battersby et al. suggests, to treat different disorders (4:18-29). 
Considering Claim 20 : Nomura et al. teaches preparing a solution/mass comprising mannitol 
and L-arginine and a solution/mass comprising a low molecular weight (H0021) active 
substance (H0048). 

Claims 12-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Nomura 
et al. (WO 01/74397) in view of Battersby et al. (US Pat. 5,130,255) as applied to claim 1 1 
above, and further in view of Kurihara et al. (US Pat. 5,726,180). Note: US 2005/0037084 is 
being used as an English language equivalent of WO 01/74397 and all citations will be 
directed towards this document. 

Considering Claims 12-15 : Nomura et al. and Battersby et al. collectively teach the 
composition of claim 11 as shown above. 
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Nomura et al. does not teach the masses as being in the form of granules. However, 
Kurihara et al. teaches forming fine granules (4:2), which can be incorporated into a capsule 
or tablet (9:31-54) of the ingredients of a drug composition where the ingredients are 
separated (8:6-1 1 ). Nomura et al. and Kurihara et al. are combinable as they are concerned 
with a similar technical difficulty, namely forming stable drug compositions. It would have 
been obvious to a person having ordinary skill in the art at the time of invention to have 
formed fine granules of Kurihara et al. in the composition of Nomura et al., and the motivation 
to do so would have been, as Kurihara et al. suggests, it will improve the stability of the 
composition for a longer period of time (abstract). 

Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nomura et al. (WO 01/74397) in view of Battersby et al. (US Pat. 5,130,255) as applied to 
claim 16 above, and further in view of Kurihara et al. (US Pat. 5,726,180). Note: US 
2005/0037084 is being used as an English language equivalent of WO 01/74397 and all 
citations will be directed towards this document. 

Considering Claims 18 and 19 : Nomura et al. and Battersby et al. collectively teach the 
composition of claim 16 as shown above. Nomura et al. also teaches preparing a 
solution/mass comprising mannitol and L-arginine and a solution/mass comprising anactive 
substance (H0048). 

Nomura et al. does not teach the masses as being in the form of granules. However, 
Kurihara et al. teaches forming granules (4:2) of the ingredients of a drug composition where 
the ingredients are separated (8:6-1 1 ). Nomura et al. and Kurihara et al. are combinable as 
they are concerned with a similar technical difficulty, namely forming stable drug 
compositions. It would have been obvious to a person having ordinary skill in the art at the 
time of invention to have formed fine granules of Kurihara et al. in the composition of Nomura 
et al., and the motivation to do so would have been, as Kurihara et al. suggests, it will 
improve the stability of the composition for a longer period of time (abstract). 
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Response to Arguments 

Applicant's arguments filed August 13, 2008 have been fully considered but they are 
not persuasive, because: 

A) Applicants argument that Nomura et al. only teaches high molecular weight 
compounds in the working examples is not persuasive. A reference may be relied upon for 
all that it would have reasonably suggested to one having ordinary skill the art, including 
nonpreferred embodiments. Merck & Co. v. Biocraft Laboratories, 874 F.2d 804, 10 USPQ2d 
1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989). See MPEP 2123. The fact that Nomura 
et al. only uses high molecular weight in the examples does not negate the fact that lower 
molecular weight species are envisioned in the document (1J0021). 

Additionally, the applicant has alleged that the information relied upon in the English 
language equivalent is not present in the WIPO Publication. As the specification of a national 
stage entry is required to a translation of the international application and amendments 
cannot be incorporated into the translation, the United States applicaiton is presumed to be 
substantially identical to the international application. See MPEP § 1893.01(d). As the 
applicant has provided no evidence to rebut this presumption, it is still considered valid. 
Additionally, should the applicant provide evidence to support their allegation, they are 
advised that the EPO publication, which was published prior to the effective filing date but 
after the foreign priority date, also contains the passage relied upon (H0021 ). Therefore, a 
certified translation of the priority documents should also be included in the response to 
overcome the EP 1273306 document. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant to 
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37 CFR 1 .1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Liam J. Heincer whose telephone number is 571-270-3297. 
The examiner can normally be reached on Monday thru Friday 7:30 to 5:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Eashoo can be reached on 571-272-1 197. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to 
the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 
(toll-free). If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 



/Mark Eashoo/ LJH 

Supervisory Patent Examiner, Art Unit 1796 November 10, 2008 



